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Abstract: The paper is project base model for organisation, evaluation and risk assessment for the 
environmental release of genetically modified organisms (GMOs). This project is a regional-wide, web-
based, public-access database of past and current projects and researchers active in GMO Biosafety and 
intends to provides public access and transparency in area of biosafety research, to improves 
communication within the scientists community and assists the creation of new consortia of research 
groups for carrying out biosafety, to find out responses related to current and future concerns of the GMOs 
 
The mechanisms and underlying principles that govern the many different 
regulatory regimes that have been introduced around the world are different. This makes 
the topic confusing, difficult to understand and, where trade is concerned, there is a clear 
lack of certainty as to how best to implement a regulatory system. European Commission 
Recommendation of 23 July 2003 is dedicated on guidelines for the development of 
national strategies and best practices to ensure the co-existence of genetically modified 
crops with conventional and organic farming. 
 What happens if the infrastructure, personnel, etc., are not available to answer 
data requirements required by the competent authority? In this regard our group is 
conducting a project focused to develop a model for organisation, evaluation and risk 
assessment for the environmental release of genetically modified organisms (GMOs). 
This project is a regional-wide, web-based, public-access database of past and current 
projects and researchers active in GMO Biosafety and intends to provides public access 
and transparency in area of biosafety research, to improves communication within the 
scientists community and assists the creation of new consortia of research groups for 
carrying out biosafety, to find out responses related to current and future concerns of the 
GMOs use on the potentially domains of the application linked to the impact of the new 
released organisms, studies on horizontal gene flows, identification of the ways to reduce 
and control of the risk. 
The objectives 
 to set up an experimental model to study the GMOs impact on environment  
 to initiate a database as regional service center for scientific information, 
consultancy, coordination  
 direct access to national and international legislative packages within 
bioassessement, bioproduction and biosafety 
Specific Romanian issues in the European context 
Creative expression begins with understanding. 
 Biosafety research should be not an end in itself but part of a decision-making 
process, and thus biotechnology must go together from the very first step with 
biosafety 
We have to accept that the conditions under which European frames work are extremely 
diverse (a variability which has to be taken into account determine the need for a national 
(regional) management measures 
 Avoid “creeping” regulation  
 (Besides, over regulation will kill technology) 
Detection of unanticipated adverse environmental effect that we can not predict 
 It is not the technology we should concern but the changes which will be in 
national agricultural practice 
Definition in science and in law have different significance 
 Need to develop a glossary of legal vs scientific terms 
 
Covello and Merkhofer (1994) define risk as a combination of something that is 
undesirable and uncertain. More specifically, "the possibility of an adverse outcome, and 
uncertainty over the occurrence, timing or magnitude of that adverse outcome." There is a 
distinguished between the three stages of risk analysis: risk assessment, risk management 
and risk communication. Risk assessment, it was argued, is a scientific assessment of the 
true risk; risk management allowed for the incorporation of non-scientific factors to reach 
a policy decision; and risk communication involved the communication of a policy 
decision. 
A risk assessment method is a systematic procedure conducted as part of a risk 
assessment that can be used to help generate a probability distribution for health or 
environmental consequences and thus should consists of hazard identification (the 
determination of whether a particular chemical is or is not causally linked to particular 
health effects), dose-response assessment (the determination of the relation between the 
magnitude of exposure and the probability of occurrence of the health effects in 
question), exposure assessment (the determination of the extent of human exposure 
before or after application of regulatory controls) and, risk characterization (the 
description of the nature and often the magnitude of human risk, including attendant 
uncertainty) (Covello and Merkhofer, 1994).  
Planning a risk assessment for the GM crop must consider the nature of the trait, the 
nature of the crop, the likely receiving environment and the interaction among these. 
Components of plant ecological assessment model, according to Horak, (2006) should 
include: 
 Assessment planning 
 Comparative assessment of GM crop to appropriate control 
 Identification of hazard potential 
 Assessment of gene flow and impact to sexually compatible species 
When compiling data on genetically modified plants, a fundamental 
differentiation must be made between research and on field monitoring. Research work is 
carried out during the deliberate release to investigate case specific, scientific questions 
before approval for market introduction is given. After market approval, on field 
monitoring of genetically modified plants will be carried out. Two segments of on field 
monitoring can be distinguished. General surveillance has the aim of detecting any 
unexpected effects by means of comparison with the experience gained from 
conventional varieties and cultivation systems. On the other hand further investigations of 
specific scientific questions (case-specific monitoring) can be initiated as a result of the 
risk evaluation process. 
Principles like case-by-case observation of genetically modified organisms 
(GMO), utilisation of existing infrastructures in the fields of agriculture, plant breeding 
and, seed production to ensure the practicability of the observations and expert evaluation 
and communication of the obtained results are important and practice-oriented elements 
of on field monitoring. 
 
 
 In the concept of the risk management cycle, public and other stakeholder 
concerns are actively sought at each stage of the management process—including 
assessment. "Unless the risk assessment procedure involves an element of interactive 
public participation and mutual questioning the decisions and conclusions reached may 
be more likely to be challenged" (Simpson, 1994). 
 At the present stage we propose a model to understand effectively the 
relationships between risk assessment risk management and risk communication 
 
RISK ASSESSMENT                                            RISK MANAGEMENT                                     RISK COMMUNICATION 
To evaluate the potential                               DECISION 
 impact of field release of GMO                         social values 
The process is: 
•  Case- by- case                                                                                                    Who? 
•  Step- by- step                                                                                              Say what? 
•  Science- based                                                                                      In which channel? 
 Comparative                                                                                                  To whom?  
 Inclusive of all information                                                                       With what effect? 
SCIENCE                                       POLICY                                       POLITICS 
what we have                                   what we want                           what we want to protect 
entirely scientific                            scientific manner                    not entirely scientific  
 
As the issue of biosafety should now be discussed as risk which is evolving from 
“risk analysis” to “risk management” and “risk communication”, we need to develop a 
Biosafety Culture, meaning not only to develop the capacity to access the information but 
to gain enough knowledge to use this information with the regard of free option. 
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